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Copies of the full text of these
decisions and orders are available in the
Public Docket Room of the Office of
Hearings and Appeals, Room 1E-234,
Forrestal Building, 1000 Independence
Avenue, SW., Washington, D.C, 20585,
Monday through Friday, between the
hours of 1:00 p.m. and 5:00 p.m., except
federal holidays. They are also available
in Energy Management: Federal Energy
Guidelines, a commercially published
loose leaf reporter system.

Dated: April 9, 1984.
George B. Breznay,
Director, Office of Hearings and Appeals.
[FR Doc. 84-10329 Filed 4-17-84; 8:45 am]
BILLING CODE 8450-01-M

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-30239; PH-FRL 2565-6]

Certain Companies, Applications To
Register Pesticide Products

AGENCY: Environment Protection
Agency (EPA).
ACTION: Notice.

summARY: This notice announces receipt
of applications to register certain
pesticide products containing active
ingredients not included in any
previously registered products pursuant
to the provisions of the Federal
Insecticide, Fungicide, and Rodenticide
Act (FIFRA) as amended.
DATE: Comment by May 18, 1984.
ADDRESS: By mail submit comments
identified by the document control
number [OPP-30239] and the
registration/file number, attention
Product Manager (PM) named in each
application at the following address:
Information Service Section (TS-757C),
Program Management and Support
Division, Office of Pesticide Programs,
Environmental Protection Agency, 401
M 8t., SW., Washington, D.C. 20460.
In person, deliver comments to:
Environment Protection Agency, Rm.
236, CM#2, 1921 Jefferson Davis
Highway, Arlington, VA 22202
Information susbmitted in any
comment concerning this notice may be
claimed confidential by marking any
part or all of that information as
"Confidential Business Information"
(CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR Part 2. A
copy of the comment that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA

without prior notice to the submitter. All
written comments will be available for
public inspection in Rm. 236 at the
address given above, from 8 a.m.,
Monday through Friday, excluding
holidays.
FOR FURTHER INFORMATION CONTACT:
By mail Registration Division (TS-767C),
Attn: (Product Manager (PM) named in
each registration), Office of Pesticide
Programs, 401 M St., SW., Washington,
D.C. 20480.

In person: Contact the PM named in
each registration at the following office
location/telephone number:

Office location/
Product manager telephone No. Addrass
Henry Jacoby, RM. 229, CM#2 EPA, 1921
PM-21. (703-557-1800). Jefterson Davis
Hwy, Arlington,
VA 22202
Timothy Gardner, | RM, 207, CM#2 Do.
PM-17. (708-557-2690).
Arturo Castilio, RM. 244, CM#2 Do.
PM-32. (703-557-3965).
John Les, PM-31...| AM. 262, CM#2 Do.
(703-557-3863).

SUPPLEMENTARY INFORMATION: EPA
received applications as follows to
register pesticide products containing
active ingredients not included in any
previously registered products pursuant
to the provisions of section 3(c)(4) of
FIFRA. Notice of receipt of these
applications does not imply a decision
by the Agency on the applications.

I. Products Containing Active
Ingredients Not Included in Any
Previously Registered Products

1. File symbol: 352-EUP-RRI.
Applicant: E. I. du Pont de Nemours and
Co., Wilmington, DE 19898. Product
name: DU PONT ™ DPX H6573
Fungicide. Fungicide. Active ingredient:
Bis(4-fluorophenyl)methyl(1/-1,2.4,-
triazol-l-ylethyl)silane 40%. Proposed
classification/Use: Non-proposed. For
experimental use on peanuts to control
early and late leafspot. [PM-21),

2. File Symbol: 3125-GLR. Applicant:
Mobay Chemical Corp., PO Box 4913,
Kansas City, MO 64120. Product name:
Baythroid ™ 2, Insecticide. Active
ingredient: Cyano(4-fluore-3-
phenoxyphenyl)methyl 3-(2,2-
dichloroethenyl)-2,2-dimethyl-
cyclopropanecarboxylate 25%, Proposed
classification/Use: General. For control
of insect pests on cotton, peanuts, and
soybeans. Type registration:
Conditional, (PM-17).

3. File Symbol: 1935-GN. Applicant:
Stauffer Chemical Co., Westport, CT
06881-0850, Product name: R-32104 ™
Biocide. Manufacturing Use. Active
ingredient: 3-(4-Methylphenyl sulfonyl)-
2-propenenitrile 92%. Proposed
classification/Use: General. For use in

formulating of pesticides for bacteria/
slime control in water cooling towers
and pulp and paper mills. Type
registration: Conditional. (PM-32).

4. File Symbol: 1448-OE. Applicant;
Buckman Laboratories, Inc,, 1256 N,
McLean Blvd., Memphis, TN 38108,
Product name: Busan 1024. Microbicide.
Active ingredient: Sodium salt of 1-
carboxymethyl-3,5,7-triaza-1-
azoniatricyclodecane chloride 40%.
Proposed classification/Use: General.
As an industrial preservative and
microbicide. (PM-31).

Notice of approval or denial of an
application to register a pesticide
product will be announced in the
Federal Register. The procedure for
requesting data will be given in the
Federal Register if an application is
approved.

Comments received within the
specified time period will be considered
before a final decision is made;
comments received after the time
specified will be considered only to the
extent possible without delaying
processing of the application.

Written comments filed pursuant to
this, notice, will be available in the
Program Management and Support
Division (PMSD) office at the address
provided from 8:00 a.m. to 4:00 p.m.,
Monday through Friday, except legal
holidays. It is suggested that persons
interested in reviewing the application
file, telephone the PMSD office (703~
557-3262), to ensure that the file is
available on the date of intended visit.

(Sec. 3(c)(4) of FIFRA, as amended)

Dated: April 4, 1984,

Robert V. Brown,

Acting Director, Registration Division, Office
of Pesticide Programs.

[FR Doc. 849663 Filed 4-17-84; 8:45 am)

BILLING CODE 8580-50-M

[PF-373; PH-FRL 2564-5]
Certain Companies; Pesticida
Tolerance Petitions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: EPA has received pesticide
petitions relating to the establishment of
tolerances for residues of certain
pesticide chemicals in or on certain
commodities.

ADDRESS: By mail submit comments
identified by the document control
number [PF-373] and the petition
number, attention Product Manager
(PM) named in each petition, at the
following address:
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Information Services Section (TS-757C),
Program Management and Support
Division, Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, D.C. 20460
In person, bring comments to:

Information Services Section (TS-757C),
Environmental Protection Agency,
Rm. 236, CM#2, 1921 Jefferson Davis
Highway, Arlington, VA 22202
Information submitted in any

comment concerning this notice may be

claimed confidential by marking any
part or all of that information as

“Confidential Business Information"

(CB1). Information so marked will not be

disclosed except in accordance with

procedures set forth in 40 CFR Part 2, A

copy of the comment that does not

contain CBI must be submitted for
inclusion in the public record.

Information not marked confidential

may be disclosed publicly by EPA

without prior notice to the submitter. All
written comments will be available for
public inspection in Rm 236 at the

address given above, from 8 a.m. to 4

p.m., Monday through Friday, excluding

holidays.

FOR FURTHER INFORMATION CONTACT:

By mail: Registration Division {TS-

767C), Attn: (Product Manager (PM)

named in each petition), Environmental

Protection Agency, Office of Pesticide

Programs, 401 M St., SW., Washington,

D.C. 20480,

In person: Contact the PM named in
each petition at the following office
location/telephone number:

Office location/

Product manager Teiephone NO,

Rm. 211, CM#2

PM-16, William
) (703-557-2800).

Millar

PM-21, Henry Am. 220, CM#2
(703-557~1900).

Rm. 202, CM#2
(703-557~1830).

Rm. 202, CM#2
(703-557-2386),

Jacoby.
PM-23, Richard

Mountiort.
PM-12, Jay

Ellenberger.

SUPPLEMENTARY INFORMATION: EPA has
received pesticide (PP) and feed
additive petitions [FAP) relating to the
establishment of tolerances for residues
of certain pesticide chemicals in or on
certain commodities in accordance with
the Federal Food, Drug, and Cosmetic
Act. The analytical method for
determining residues, where required, is
given in each petition.

I. Initial Filings

1. 4F3051. Chevron Chemical Co., 840
Hensley St Richmond, CA 94804-0038.
Proposes to amend 40 CFR 180.108 by

establishing a tolerance for the
combined residues of the insecticida

acephate (O,5-dimethyl
acetylphosphoramidothioate) and its =
cholinesterase-inhibiting metabolite
O,5-dimethyl phosphoramidothioate in
or on the raw agricultural commodity
sunflower seed at 0.1 part per million
(ppm). The proposed analytical method
for determing residues in extraction with
ethyl acetate, cleanup using either gel
permeation chromatography or a silica
gel column chromatography, and
measurement by gas chromatography,
using either a thermionic or flame
photometric detector, (PM-16, William
Miller).

2. FAP 4H5429. Chevron Chemical Co.
Proposes amending 21 CFR 561.20 by
establishing a regulation permitting the
combined residues of the insecticide
acephate and its metabolite in or on the
feed commodity sunflower hulls at 0.2
ppm. (PM-16, William Miller).

3. FAP 3H5401. Ciba-Geigy Corp., PO
Box 11422, Greensboro, NC 27409.
Proposes to amend 21 CFR 561.273 by
establishing a regulation permitting the
combined residues of the fungicide
metalaxyl [NV-{2,6-dimethylphenyl)-NV-
(methoxyacetyl) alanine methyl ester]
and its metabolites containing the 2,6-
dimethylaniline moiety, and N-[2-
(hydroxymethyl)-8-methylphenyl]-V-
(methoxyacetyl) alanine, each
expressed as metalaxyl in or on the feed
commodities apple pomace (dry) at 2.0
ppm and apple pomace {wet) at 0.4 ppm.
(PM-21, Henry Jacoby).

4. PP 4F3054. Dow Chemical, PO Box
1706, Midland, MI 48640. Proposes
amending 40 CFR Part 180 by
establishing a tolerance for the
herbicide 3,6-dichloro-2-
pyridinecarboxylic acid in or on the raw
agricultural commodity forage grasses at
100.0 ppm. The proposed analytical
method for determining residues is gas
chromatography. (PM~-23, Richard
Mountfort.)

5. PP 4F3052. FMC Corp., 2000 Market
St., Philadelphia, PA 18103, Proposes
amending 40 CFR Part 180 by
establishing tolerances for the combined
residues of the pesticide chemical
carbosulfan (2,3-dihydro-2,2-dimethyl-7-
benzofuranyl [(dibutyl-amino) thio]
methylcarbamate) and 2,3,-dihydro-2,2-
dimethyl-benzofuranyl-N-
methylcarbamate [carbofuran), its
carbamate metabolites 2,3-dihydro-2,2-
dimethyl-3-hydroxy-7-benzofuranyl-N-
methylcarbamate, and 2,3-dihydro-2,2-
dimethyl-3-keto-7-benzofuranyl-N-
methylcarbamate; its phenolic
metabolites, 2,3-dihydro-2,2-dimethyl-7-
benzofuranol, 2,3-dihydro-2,2-dimethyl-
3-0x0-7-benzofuranol, 2,3-dihydro-2,2-
dimethyl-3-,7-benzofurandiol and its
metabolite di-N-butylamine in or on the
following raw agricultural commodities:

a, Milk at .12 ppm total, of which no
more than .01 ppm is carbosulfan per se,
.02 ppm is carbamate metabolites, .08
ppm is its phenolic metabolites, and .01
ppm is the dibutylamine metabolites.

b. Eggs and peultry at 1.1 ppm total, of
which no more than .05 ppm is
carbosulfan and its cholinesterase
metabolites, and .05 ppm is the
dibutylamine metabolite,

c. Corn grain at .2 ppm total, of which
.05 ppm is carbosulfan per se, .05 ppm is
carbamate metabolites, .05 ppm
phenolic metabolites, and .05 ppm of the
dibutylamine metabolite.

d. Corn fodder and forage at 7.25 ppm
total, of which .05 ppm is carbosulfan
per se, 2.0 ppm is carbamate
metabolites, 5.0 ppm is phenolic
metabolites, and .2 ppm of the
dibutylamine metabolite.

e. Fat, meat, and meat byproducts of

cattle, goats, hogs, horses, and sheep at
.07 ppm total, of which no more than .01
ppm is carbosulfan, .02, ppm is
carbamate metabolites, .03 is phenolic
metabolites, and .01 ppm is the
dibutylamine metabolite. (PM-12, Jay
Ellenberger.)
(Secs. 408(e) 68 Stat. 514 (21 U.S.C. 346ale))
and 408(c}(1), 72 Stat. 1786 [21 U.S.C.
348(c)(1)))

Dated: April 2, 1984.

Robert Brown,

Acting Director, Registration Division, Office
of Pesticide Programs.

[FR Doc. 84-9604 Filed 4-17-84; 8:45 am]

BILLING CODE 8560-50-M

[OPP-30074; PH-FRL 2564-8]

Ethylene Oxide; Revised Labeling for
Pesticide Products Containing
Ethylene Oxide Which Are Registered
for the Sterilization of Equipment and
Supplies in Hospitals and Heaith Care
Facllities

AGENCY: Environmental Protection
Agency (EPA).
AcCTiON: Notice.

sumMmARY: The Agency has recently
requested that registrants of pesticide
products containing ethylene oxide
(EtO) which are registered for use in the
sterilization of equipment and supplies
used in hospitals and health care
facilities make certain changes in the
approved labeling for such products.
These label changes will specifically
affect workplace design and practice in
hospitals and health care facilities
performing sterilization necessary for
routine patient care. Users will have to
conform to most of the label changes
when they appear on EtO product
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labels. Certain label changes however,
will not be effective until July 1, 1986.
Those changes with later effective dates
are described in this notice and will also
appear on the amended product
labeling. Registrants of small canisters,
cylinders or containers which are
registered solely for use with specific
sterilization equipment also marketed
by the registrant have not been
requested to make lable changes at this
time.

FOR FURTHER INFORMATION CONTACT:
By mail: Walter 1. Waldrop, Registration
Division (TS-767C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
D.C. 20450. )

Office location and telephone number:
Rm. 711C, CM #2, 1921 Jefferson Davis
Highway, Arlington, VA 22202, (703-
557-7400).

SUPPLEMENTARY INFORMATION:

I. Background

The Agency issued a "Notice of
Rebuttable Presumption Against
Registration (RPAR) and Continued
Registration of Pesticide Products
Containing Ethylene Oxide" which was
published in the Federal Register of
January 27, 1978 (43 FR 3801). This
notice cited multitest evidence of
mutagenicity and possible reproductive
effects in experimental animals as the
basis of presumptions against continued
registration for pesticide products
registered with EPA which contained
EtO as an active ingredient. Since the
publication of the notice, additicnal
evidence concerning the possible
adverse effects of EtO has been
reported. This new evidence has
persuaded the Agency to develope
certain label changes directed at
workplace design and practice in
hospitals and health care facilities to
reduce exposure to EtO of workers who
are involved in equipment and supply
sterilization procedures necessary for
routine patient care. The changes
contained in this notice are limited to
hospital and health care facility use. The
Agency decided to focus on this use first
because hospital and health care facility
workers are the single largest group of
workers exposed to EtO and are
believed to be occupationally exposed
to the highest levels of EtO. However,
registrants of small canisters, cylinders
and containers used in hospitals or
health care facilities and which are
registered solely for use with specific
sterilization equipment also marketed
by the registrant have not been
requested to make these label changes.
The EtO product label changes affecting

workplace design-and practice for these
specialized sterilization units differ
slightly from the label changes for the
generally larger cylinders used in most
hospital sterilization procedures. Label
amendments for these specialized types
of EtO products will be developed in the
near future,

Exposure reduction measures for
other workers who use EtO for
sterilization and fumigation, such as
workers in manufacturing facilities,
museums, libraries, etc., and in
protecting certain food crops will be
addressed at a later date. Exposure
reduction measures for these uses will
be implemented either through interim
label changes similar to those required
for the hospital and health care facility
use of EtO or through informal channels,
such as information bulletins, etc.

Two specific groups will be directly
affected by the amended labeling
requirements described in this notice.
First, certain registrants of products
containing EtO used for the sterilization
of equipment and supplies in hospitals
and health care facilities have been
requested to make the label changes
contained in this notice. All procedures
and requirements for EtO registrants
have been detailed in a certified letter
sent to each registrant by EPA.

The second group to be affected by
the amended labeling described in this
notice will be hospital and health care
facility staff who must modify their
workplace design and practices to
comply with the label requirements
described in this notice. The Agency is
issuing this notice in part to provide
affected hospitals and health care
facilities and personnel with advance
notice of forthcoming label changes and
an opportunity to begin to implement
those changes that may require
modifications of existing workplace
design or practice. The Agency
anticipates that EtO products bearing
these new label requirements will begin
to appear in the market place
approximately six months from the date
of this notice. Failure of affected
hospitals and health care facilities to
comply with these new label
requirements will place them in
violation of section 12 of FIFRA.

The Agency also intends to pursue the
comprehensive evaluation of all EtO
data and, upon completion of this
evaluation, to issue a “Preliminary
Notice of Determination Concluding the
RPAR Process.” This notice will cover
all of the uses of EtO discussed in the
January 27, 1978 PRAP Notice. Following
public comment on the Agency's
preliminary notice, the Agency will

develop its final position on EtO. This
final position may include additional
label modifications.

The Agency has decided to seek
interim label changes at this time
because it will take additional time to
develop the final position on all EtO
uses and it is evident from available
information that exposure reduction
measures should be implemented as
soon as practical,

The Department of Labor,
Occupational Safety and Health
Administration (OSHA), has established
a current permissible exposure limit
(PEL) for EtO in the workplace of 50
parts EtO per million parts of air; 8-hour
time weighted average (TWA). In the
Federal Register of April 21, 1983 (48 FR
17284), OSHA proposed to reduce the
PEL for EtO to a TWA of 1 part per
million (ppm). The basis for this action
was new data that indicated that the 50
ppm level was inadequate for employee
health protection. As of the publication
of this notice, OSHA has not established
a new PEL for EtO. EPA has consulted
with OSHA on the product label
changes contained in this notice and
will continue to work cooperatively with
OSHA on any future label changes for
other EtO pesticide products and to
assure that all regulatory actions are
implemented in a complementary and
consistent manner, EPA supports the
proposed OSHA exposure limit of 1 ppm
to the extent that monitoring equipment
sensitive to that level is available and is
using the 1 ppm as an exposure
reduction goal.

II. New Evidence

The new evidence received by the
Agency includes studies indicating that
EtO may present an unacceptably high
cancer risk at current levels of exposure.
A two-year inhalation study conducted
on rats demonstrated that EtO exposure
levels of 33 and 100 parts per million
resulted in a dose-related increase in
primary brain neoplasms for both males
and females. The study also showed an
increased incidence of peritioneal
mesothelioma in male rats at air levels
of 50 and 100 ppm (Ref. 1). Preliminary
results of a chronic rat inhalation study,
conducted by NIOSH (Ref. 2), indicate
an increased incidence of brain tumors
(gliomas) in male rats and a dose-
response relationship with borderline
statistical significance for leukemia. In
addition, EPA's Carcinogen Assessment
Group has evaluated three
epidemiclogic studies of persons
occupationally exposed to EtO, and has
concluded that these studies provide
evidence for an association between the
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occurrence of cancer and EtO exposure
(Ref. 3).

Evidence of the mutagenicity of EtO
has also continued to accumulate and
the Agency believes that EtO poses a
mutagenic rigk to exposed humans. The
compound is a direct-acting alkylating
agent of DNA and has been shown to
produce mutagenic effects in many
species throughout the animal and plant
kingdoms, including cells of mammals.
The chemical has been demonstrated to
reach the genetic components of the
gonads in animals and produce
genetically transmissible conditions
following peritoneal injection of liquid
EtO into the abdomen of test animals
(Ref. 4).

New evidence also augments the
concern that EtO may produce adverse
reproductive effects. Experimental
animal studies show decreased fertility
at a dose level of 100 ppm in a one-
generation reproduction study in rats
(Ref. 5). It has been reported that EtO-
exposed hospital workers show an
increased incidence of spontaneous
abortions (Ref. 8). However, the author
has subsequently reported that the EtO
levels during the period of the study
were not known. Further, the data were
based on a 1979 survey of hospital
workers who were employed between
1955 and 1975 (Ref. 7). The interpretation
of these findings is difficult and will
require further investigation to clarify
them.

As noted earlier, the Agency has
limited these label changes to EtO
products used in hospitals and health
care facilities for the sterilization of
equipment and supplies because these
workers are the single largest group of
workers and are believed to be
occupationally exposed to the highest
levels of EtO. The following table
presents a summary of all the pesticidal
uses of EtO, the annual pounds used and
estimated number of operators.

TABLE 1.—SUMMARY OF ESTIMATED ETHYLENE
OXIDE FUMIGATION USE AND POTENTIAL Op-
ERATOR EXPOSURE

EtO Estimated
Site pounds < 10%/ numbar of
year operatons
Mamdacturing taciies
production of stedle
posables (medical) ........... 33-57 3,000-4.500
Hospitals (1976 figures) ...... 882-1,000 11,000-26,000
Medica! clinics i 1,150
Denital clinics..... = 655 400
Doctors (pivate).....c..w.d 37 750
O (Private) 7.3 80
Voterinanians (private) and
clinic {estimated)........... 01 NA
M 0.7 15
Librades/archives............... 19 40
Rasearch laboratories:
Animal breeding........c.... 50 25-30
Drug/medical device........ $50-900 NA?
Microbiological/cancer. 5.25 NAY

TABLE 1.—SUMMARY OF ESTIMATED ETHYLENE
OxIDE FUMIGATION USE AND POTENTIAL Op-

ERATOR EXPOSURE—Continued
EO Estimated
Site pounds x 10/ number of
year operators
Railr carns. 2 5-10
Beshives (States, USDA) 1-2 30
USDA high  containment
P i rresiieginn 43 10-15
USDA APHIS quarantine
e 07 200-300
750 80
32 10
24 25
32 30
58-8.7

£ NA. =Not avallable.

Exposure to EtO during sterilization is
quite variable within a given hospital
and health care facility and also varies
greatly from one hospital or health care
facility to another. Some hospitals/
health care facilities may have several
sterilization cycles per day involving a
number of different sterilization units,
whereas, in other hospitals/health care
facilities, there may be only one
sterilizer unit which is rua infrequently.
Other important variables affecting
exposure include the nature of the
sterilization equipment, its installation,
design and layout of the room housing
the sterilizer, nature and frequency of
maintenance activities, sterilizer
operator practices, and the type and
functioning capacity of the ventilation
systems. Thus, exposures to EtO of
sterilizer personnel are highly variable;
some sterilizer personnel are exposed
every day, end others may be exposed
intermittently, or infrequently.

Major emissions of EtO into the
workroom air occur during discharge of
EtO into floor drains, following opening
of the door of the sterilization equipment
after completion of a cycle, and during
the change of gas cylinders. Additional
exposure may result from off-gassing of
EtO from sterilized articles during
aeration, leaks in the sterilizer system,
and releases during maintenance of
equipment (Ref. 8).

All of these variables affect exposure
of workers to EtO and make it extremely
difficult to determine the precise worker
exposure levels. However, exposures to
EtO have been recorded at 250 ppm for
several minutes following the opening of
the sterilizer door at the termination of a
sterilization cycle, and 8-hour time-
weighted averages (TWA) of up to 160
ppm have been recorded [Ref. 9). These
extremes include exposure levels that
have produced adverse effects in
experimental animals.

Some exposed workers have
complained of clinical symptoms of the
upper respiratory tract and central
nervous system following reported

exposures to EtO (Ref. 10). These
symptoms are well recognized to be
induced from exposures to EtO. Some
hospital workers have shown increases
in sister chromatid exchanges in
peripheral blood lymphocytes following
exposures to EtO (Ref. 11), which may
indicate that EtO vapors are able to
enter the human body and induce
biological effects.

Although the risks of exposure to EtO
are of concern, the benefits of the use of
EtO as a sterilant of hospital and health
care facility equipment and supplies are
also significant. Heat and radiation cen
be-used to sterilize some items, but there
are many items that can only be
sterilized with EtO. Some of these items
include electronic equipment,
prostheses, disposable syringes and
tubing, scopes, etc. There are no
chemical alternatives that are as
efficacious as EtO. In addition, these
alternative chemicals have also been
demonstrated to pose health risks to
humans.

The benefits to human health of
continued use of EtO for hospital/health
care facility sterilization are clearly
recognized. However, the Agency also
believes that the risks to human health
from exposures to EtO are unreasonable
at the levels which likely exist in many
hospitals and health care facilities.
Thus, as noted earlier, while the Agency
continues its evaluation of all pesticidal
uses of EtO, it has also decided to
introduce interim product label changes
that will require modification in
workplace design and practice in
hospitals and health care facilities as
outlined in this notice.

These product label changes will
require modifications in-workplace
design and practice have been
developed by the Agency following the
review of consultant reports on means
and costs of reducing worker exposures
(Refs. 8 and 12), a review of available
scientific and technical data, site visits
to several hospitals using EtO in
sterilization chambers, and extensive
discussions with individuals
knowledgeable in current technology
available to control the release of EtO in
hospitals,

I Product Label Changes That Will
Require Modifications in Workplace
Design and Practice in Hospitals and
Health Care Facilities

A. Introduction

The following modifications are
intended to reduce the exposure of
hospital and health care facility workers
to EtO to 1 ppm, or as close to that level
as practicable. To achieve this, he
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Agency has requested that registrants
change EtO product labeling to require
users to modify workplace design and
workplace practice. The modifications
in workplace design focus on the
installation of certain equipment such as
gas line hand valves, a “capture box" as
part of the sterilizer drainage system,
installation of aerators, and installation
and/or upgrading of ventilation systems.
Modifications in ventilation systems are
directed toward those points where high
concentrations of EtO are most likely to
occur, e.g. during the change of gas
cylinders, during removal of treated
items from sterilizers, and at the floor
drain which receives the discharge from
the sterilizer. Workplace practice
modifications focus on the adoption of
systematic worker routines that will
reduce both the time of worker exposure
to EtO and the levels of exposure,

Users of EtO for the sterilization of
equipment and supplies in hospitals and
health care facilities must comply with
the amended label language when it
appears on a registered EtO product.
The‘Agency expects new product labels
to begin showing up in the market place
appreximately six months from the date
of this notice. All modifications in
workplace design and practice will be
effective when they appear on product
labeling, except for certain changes in
workplace design that will not be
required until July 1, 1986. Those
changes that are not required until July
1, 1986 will be specifically noted on the
product labeling.

EPA understands that many hospitals
have already begun to make the changes
in workplace design and practice
outlined in this notice. EPA anticipates
that hospitals and health care facilities
affected by this notice will now begin to
implement these changes in order to
avoid any interruption of EXO usage
when the amended product labels begin
appearing in the market place.

Following in Units B.1. and B.2. of this
notice is a description of the amended
label wording. This description differs
from the actual label language since the
label language will not contain all the
narrative explanation of Agency intent
and rationale as provided in this notice.

the suggestion in this notice that
a written log be kept documenting the
date of leak detection checks and any
maintenance procedures undertaken
(Unit B.2.e.) is not included in the
amended label language.

As noted earlier in this notice,
registrants of small canisters, cylinders
or containers which are registered solely
for use with specific sterilization
equipment also marketed by the
registrant have not been requested to
make these label changes. It is likely

that many hospitals and health care
facilities use these small canisters,
cylinders and containers and therefore
would not have to make the changes
outlined in this notice for those pieces of
equipment. Label changes for these
specialized products will be forthcoming
in the near future, If hospital or health
care facility staff have questions about
which products are and are not subject
to these label changes, they should call
or write the contact person for this
notice.

B. Label Modifications
1. Workplace Design

a. Insialiation of gas line hand valves,
Hand valves must be installed on the
gas supply line at the connection to the
supply cylinders to minimize leakage
during cylinder change.

b. Installation of capture boxes.
Sterilizer operations result in a gas/
water discharge at the completion of the
process. This discharge is routinely
piped to a floor drain which is generally
located in an equipment or an adjacent
room. When the floor drain is not in the
same room as the sterilizer and workers
are not normally present, all that is
necessary for compliance is that the
room be well ventilated.

The installation of a “capture box"
will be required for those work place
layouts where the floor drain is located
in the same room as the sterilizer or in a
room where workers are normally
present. A “capture box" is a piece of
equipment that totally encloses the floor
drain where the discharge from the
sterilizer is pumped. The “capture box"
is to be vented directly to a non-
recirculating or dedicated ventilation
system. Sufficient air intake should be
allowed at the bottom of the box to
handle the volume of air that is
ventilated from the top of the box. The
“capture box" can be made of metal,
plastic, wood or other equivalent
material. The box is intended to reduce
levels of EtO discharged into the
workroom atmosphere. The use of a
“capture box" is not required if: (1) The
vacuum pump discharge floor drain is
located in & well ventilated equipment
or other room where workers are not
normally present or (2) the water sealed
vacuum pump discharges directly to a
closed sealed sewer line {check local
plumbing codes).

If it is impractical to install a vented
“capture box" and a well ventilated
equipment or other room is not feasible,
a box that can be sealed over the floor
drain may be used if: (1) The floor drain
is located in a room where workers are
not normally present and EtO cannot
leak into an occupied area, and {2) the

sterilizer in use is less than 12 cubic feet
in capacity (check local plumbing
codes).

c. Ventilation of ceration units. i.
Existing aeration units. Existing units
must be vented to a non-recirculating or
dedicated system or vented to an
equipment or other room where workers
are not normally present and which is
well ventilated. Aerator units must be
positioned as close as possible to the
sterilizer to minimize the exposure from
the off-gassing of sterilized items.

il. Installation of new aerator units
(where none exist). New aerator units
must be vented as described above for
existing aerators. Aerators must be in
place by July 1, 1986.

d. Ventilation during cylinder change.
Workers are likely to be exposed to
short but relatively high levels of EtO
during the change of gas cylinders. To
reduce exposure from this route, users
must select one of three alternatives
designed to draw off any gas that may
be released when the line from the
sterilizer to the cylinder is disconnected;

i. Location of cylinders in a well
ventilated equipment or other room
where workers are not normally present.

ii. Installation of a flexible hose (at
least 4" in diameter) connected to a non-
recirculating or dedicated ventilation
system and located in the area of
cylinder change in such a way that the
hose can be positioned at the point
where the sterilizer gas line is
disconnected from the cylinder.

iii. Installation of a hood that is part of
a non-recirculating or dedicated system
and is positioned approximately one
foot above or behind the point where the
change of cylinders takes place.

e. ventilation of sterilizer door area.
One of the major sources of exposure to
EtO occurs when the sterilizer door is
opened following the completion of the
sterilization process. In order to reduce
this avenue of exposure, a hood or metal
canopy closed on each end must be
installed over the sterilizer door. The
hood or metal canopy must be
connected to a non-recirculating or
dedicated ventilation system or one that
exhausts gases to a well ventilated
equipment or other room where workers
are not normally present. A hood or
canopy over the sterilizer door is
required for use even with those
sterilizers that have a purge cycle and
must be in place by July 1, 19886,

f. Ventilation of sterilizer relief valve.
Sterilizers are typically equipped with a
safety relief device to release gas in
case of increased pressure in the
sterilizer. Generally, such relief devices
are used on pressure vessels. Although
these pressure relief devices are rarely
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opened for hospital and health care
facility sterilizers, it will be required
that they be designed to exhaust vapor
from the sterilizer by one of the
following methods:

i. Through a pipe connected to the
outlet of the relief valve ventilated
directly outdoors &t a point high enough
to be away from passers by, and not
near any windows that open, or near
any air conditioning or ventilation air
intakes.

ii. Through a connection to an existing
or new non-recirculating or dedicated
ventilation system.

iii. Through a connection to a well
ventilated equipment or other room
where workers are not normally present.

8. Ventilation systems. Each hospital
and health care facility affected by this
notice that uses EtO for the sterilization
of equipment and supplies must have a
ventilation system which enables
compliance with the requirements of
sections (b) through (f) in the manner
described in those sections and within
the timeframes allowed. Thus, each
affected hospital and health care facility
must have or install a non-recirculating
or dedicated ventilation system, or have
available a well ventilated equipment or
other room where workers are not
normally present in which to vent EtO.

h. Installation of alarm systems. An
audible and visual indicator alarm
system must be installed to alert
personnel of ventilation system failure,
i.e. when the ventilation fan motor
should be on but is nat working.

2. Workplace Practices

All the workplace practices discussed
in this unit must be permanently posted
near the door of each sterilizer prior to
use by any operator.

a. Changing of supply line filters.
Filters in the sterilizer liquid line must
be changed as necessary by the
following procedure:

i. Close the cylinder valve and the
hose valve.

ii. Disconnect the cylinder hose
(piping) from the cylinder.

jii. Open the hose valve and bleed
slowly into a proper ventilating system
at or near the in-use supply cylinders.

iv. Vacate the area until the line is
empty.

v. Change the filter.

vi. Reconnect the lines and reverse the
valve position.

vii. Check hoses, filters, and valves for
leaks with a fluorocarbon leak detector
(for those sterilizers using the 88 percent
chlorofluorocarbon, 12 percent ethylene
oxide mixture (12/88)).

b. Restricted access area. i. Areas
involving use of EtO must be designated
as restricted access areas. They must be

identified with signs or floor marks near
the sterilizer door, aerator, vacuum
pump floor drain discharge, and in-use
cylinder storage.

if. All personnel must be excluded
from the restricted area when certain
operations are in progress, such as
discharging a vacuum pump, emptying a
sterilizer liquid line, or venting & non-
purge sterilizer with the door ajar, or
during other operations where EtO
might be released directly into the face
of workers.

¢. Door opening procedures. i.
Sterilizers with purge cycles. A load
treated in & sterilizer equipped with a
purge cycle should be removed
immediately upon completion of the
cycle (provided no time is lost opening
the door after cycle is completed). If this
is not done, the purge cycle must be
repeated before opening the door.

ii. Sterilizers without purge cycles.
For a load treated in a sterilizer not
equipped with a purge cycle, the
sterilizer door must be ajar 6" for 15
minutes, and then fully opened for at
least another 15 minutes before
removing the treated load. The length of
time of the second period should be
established by peak monitoring for one
hour after the two 15-minute periods
suggested. If the level is above 10 ppm
time weighted average for 8 hours, more
time should be added to the second
waiting period (door wide open).
However, in no case may the second
period be shortened to less than 15
minutes.

d. Chamber unloading procedures. i.
Procedures for unloading the chamber
must include the use of baskets or
rolling carts, or baskets and rolling
tables to transfer treated loads quickly,
thus avoiding excessive contact with
treated articles, and reducing the
duration of exposures.

ii. If rolling carts are used, they should
be pulled not pushed by the sterilizer
operators to avoid off-gasging exposure.

e. Maintenance. A writteln?og should
be instituted and maintained
documenting the date of each leak
detection and any maintenance
procedures undertaken. This isa -
suggested use practice and is not
required.

i. Leak detection. Sterilizer door
gaskets, cylinder and vacuum piping,
hoses, filters, and valves must be
checked for leak under full pressure
with a fluorocarbon leak detector (for
12/88 systems only) every two weeks by
maintenance personnel. Also, the
cylinder piping connections must be
checked after changing cylinders.
Particular attention in leak detection
should be given to the automatic
solenoid valves that control the flow of

EtO to the sterilizer. Specifically, a
check should be made at the EtO gasline
entrance port to the sterilizer, while the
sterilizer door is open and the solenoid
valves are in a closed position.

ii. Maintenance procedures.
Sterilizer/aerator door gaskets, valves,
and fittings must be replaced when
necessary as determined by
maintenance personnel in their bi-
weekly checks; in addition, visual
inspection of the door gaskets for
cracks, debris, and other foreign
substances should be conducted daily
by the operator.

Note.—Fluorocarbon detectors cannot be
used for testing the aerator because it is
under negative pressure and EtO will not
register on such a detection device.

IV. Estimated Incremental Costs
Asscciated With Implementation of
Required Modifications

The costs of implementing the
exposure reduction measures contained
in this notice are of concern to the
Agency. Consequently, EPA has made
cost estimates which are contained in
Table 2. Because of the differences in
equipment, facility design, use patterns,
and work practices among the hospitals
and health care facilities estimates of
incremental costs can be developed only
within a wide range. These estimates
must consider the specific control
measures which are applicable, their
initial and recurring costs, and the
incremental cost of treatment. The
estimates presented are developed for
typical facilities. Where individual
hospitals and health care facilities
already have in place some of the
modifications, their incremental costs
would be reduced commensurately.

These modifications generally apply
to most units; however, their costs are a
function of particular facility design and
use patterns. The costs in Table 2 are
estimates of those direct costs that
would be incurred if modifications were
done by internal staff. The cost incurred
if modifications were made by an
independent contractor would be
significantly higher.

TasLE 2.—Estimated incremental direct costs
associated with implementation of proposed
modifications for ethylene oxide use in hos-
pitais

[Estimated costs in dollars}

Proposed modification Inttial

1. Workplacs design:
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TaBLE 2 —Estimated incremental direct costs
associated with implementation of proposed
modifications for ethylene oxide use in hos-

{Esticnated costs in dofiars]
Proposed modification Initisl Annual
d. Vent system 1o
existing aerslor ......... 500 to 2,000 50 to 200
8. ASralons ... i 3,500 10 17,000 80 to 870
{. Local exhaust
systams. 4,500 10 5,500 | 1,400 to 4,300
g Alarm sy
2 Workplace practices:
e General
P s 500 to 2,000
Per jocation
b. Maintenance and
E10 leak detect 300 to 2,000
Par chamber
Source: EPA Estimates.
V. Summary

The Agency has developed the label
changes described in this notjce in order
to reduce the exposure of hospital and
health care facility workers to EtO.
While available data indicate that there
is reason for concern about exposure to
EtO at levels that may be occurring in
many hospitals’ and health care
facilities’ sterilization procedures, the
benefits of EtO use make it essential
that it remain available for use.

As noted earlier in this notice, users
of EtO for hospital and health care
facility sterilization procedures must
comply with the changes in this notice
when and as they appear on product
labeling. Certain products, however, are
not subject to these label changes at this
time. These products are small canisters,
cylinders and containers which are
registered solely for use with specific
sterilization equipment also marketed
by the registrant. Users who do not
comply with label changes when they
appear on product labels will be in
violation of section 12 of the Federal
Insecticide, Fungicide, and Rodenticide
Act, as amended.
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Dated: March 30, 1984,

Edwin L. Johnson,

Director, Office of Pesticide Programs.
[FR Doc. 8410000 Filed 4-17-84: 8:45 am]

BILLING CODE 8580-50-81

[PP 3G2790/T441; PH-FRAL 2566-2]

Acephate; Establishment of
Temporary Tolerance

AGENCY: Environmental Protection
Agency (EPA).
AcTiION: Notice.

SUMMARY: EPA has established a
temporary tolerance for the combined
residues of the insecticide acephate and
its metabolite in or on the raw
agricultural commodity apples. This
temporary tolerance was requested by
Chevron Chemical Company.

DATE: This temporary tolerance expires

March 13, 1988.

FOR FURTHER INFORMATION CONTACT:

By mail: William Miller, Product
Manager [PM) 18, Registration
Division {TS-767C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460.

Office location and telphone number:

- Rm. 211 CM #2, 1921 Jefferson Davis
Highway, Arlington, VA, (703-557-
2600).

SUPPLEMENTARY INFORMATION: Chevron

Chemical Company, 940 Hensley St.,

Richmond, CA 94804, has requested in

pesticide petition PP 3G2790, the

establishment of a temporary tolerance
for the combined residues of the
insecticide acephate and.its
cholinesterase-inhibiting metabolite
methamidophos, in or the raw

agricultural commodity apples at 2.0

parts per million (ppm).

This temporary tolerance will permit
the marketing of the above raw
agricultural commodity when treated in
accordance with the provisions of
experimental use permit 239-EUP-108
which is being issued under the Federal
Insecticide, Fungicide, and Rodenticide
Act) FIFRA) as amended, (Pub. L, 95~
396, 92 Stat. 819; 7 U.S.C. 138).

The scientific data reported and other
relevant material were evaluated, and it
was determined that establishment of
the temporary tolerance will protect the
public health. Therefore, the temporary
tolerance has been established on the
condition that the pesticide be used in
accordance with the experimental use
permit and with the following
provisions:

1. The total amount of the active
ingredient to be used must not exceeed
the quantity authorized by the
experimental use permit.

2. Chevron Chemical Co. must
immediately notify the EPA of any
findings from the experimental use that
have a bearing on safety. The company
must also keep records of production,
distribution, and performance and on
request make the records available to
any authorized officer or employee of
the EPA or the Food and Drug
Administration.

This tolerance expires March 13, 1986.
Residues not in excess of this amount
remaining in or on the raw agricultural
commodity after this expiration date
will not be considered actionable if the
pesticide is legally applied during the
term of, and in accordance with, the
provisions of the experimental use
permit and temporary tolerance. This
tolerance may be revoked if the
experimental use permit is revoked or if
any experience with or scientific cata on
this pesticide indicate that such
revocation is necessary to protect the
public health.

The Office of Management and Budget
has exempted this notice from the
requirements of section 3 of Executive
Order 12291.




